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Subject Device Trade Name: Accuro 3000 Ultrasound System

Classification Name: 1Y021 CFR892.1560 Ultrasonic Pulsed Echo
system
ITX21 CFR892.1570 Diagnostic Ultrasound
Transducers

Predicate Device Trade Name: BladderScan BVI 9400 Ultrasound System

Classification Name: IYO21 CFR892.1560 Ultrasonic Pulsed Echo
System
ITX21 CFR892.1570 Diagnostic Ultrasound
Transducers

Premarket Notification: K071217, May 17t 2004

Manufacturer: Verathon, Inc.

Predicate Device Trade Name: Voyager Ultrasound Imaging System

Classification Name: 1Y021 CFR892.1560 Ultrasonic Pulsed Echo
System
ITX21 CFR892.1570 Diagnostic Ultrasound
Transducers

Premarket Notification: K050551, March 22nd 2005

Manufacturer: Ardent, Inc



Predicate Device Trade Name: MobiUS Ultrasound Imaging System

Classification Name: 1Y021 CFRB92.1560 Ultrasonic Pulsed Echo
System
ITX21 CFRB92.1570 Diagnostic Ultrasound
Transducers

Premarket Notification: K102153, January 20th 2011

Manufacturer: Mobisante, Inc.

Device Description The Accuro 3000 Ultrasound Imaging Device is a hand-held device that
features real-time B-mode ultrasound imaging only. Additional features
include a compact size and a simple user interface.

Indications for Use The Accuro 3000 ultrasound scanner is intended for diagnostic
ultrasound imaging of the human body in the following clinical
applications: Abdominal, Musculoskeletal (Conventional and
superficial), Cardiac) Peripheral vascular. A typical examination using the
Accuro 3000 is guidance of neuraxial anesthesia.

Technological Characteristics Technological characteristics of the Accuro 3000 are equivalent with
respect to the basic design and function of the predicate devices. The
Accuro 3000 has no technologies, features, or indications for use not
commonly used in the practice of diagnostic ultrasound.

Safety & Performance Tests Verification and Validation activities were designed and performed to
demonstrate that the Accuro 3000 met pre-determined performance
specifications. The following standards in conjunction with in-house
protocols were used to determine appropriate methods for evaluating
the performance of the device:

lEG 60601-1:1988/91/95, Medical Electrical Equipment - Part 1: General Requirements for Safety

lEG 60601-1 -1 :2000, Medical Electrical Equipment - Part 1-1: General Requirements for Safety -
Collateral Standard: Safiety Requirements far Medical Electrical Systems
IEC 60601-1-2:2007, Medical Electrical Equipment - Part 1-2: General Requirements for Safety -

Collateral Standard: Electromagnetic Compatibility - Requirements and Tests
lEG 60601 1-4:2000, Medical Electrical Equipment - Part 1-4: General Requirements for Safety -

Collateral Standard: Programmable Electrical Medical Systems
IEC 60601-2-37:2008, Medical Electrical Equipment - Part 2-3 7: Particular Requirements for the

Safety of Ultrasonic Medical Diagnostic and Monitoring Equipment
Ut 60601-1:2003, Medical Electrical Equipment, Part 1: General Requirements for Safety
NEMA UD-2:2004, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment
NEMA UD-3:2004, Standard for Real-Time Display of Thermal and Mechanical Acoustic Output
Indices on Diagnostic Ultrasound Equipment

Summary of Substantial Equivalence Based on the indications for use, technological characteristics,
and safety and performance testing, the subject Accuro 3000,



met the minimum requirements that are considered adequate
for its intended use and is substantially equivalent in design,
principles of operation and indications for use to the predicate
devices.
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Dear Dr, Mauld in:

We have reviewved 'our Section 5 10(k) premarket notilication of iltent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28. 1976. the enactment date ofthe Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food. Drug.
and Cosmetic Act (Act) that do not require approval of'a premiarket approval application (PMA).
You may. therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of'
devices, good mn a"cturing practice. labeling, and prohibitions against misbranding and
adulteration, Please note: CDRI I does not evaluate in formation relkited to contract IliabilIity
warranties. We remind you. however, that device labeling imuist be truth fl and not misleadimg.

If'your device is classified (see above) into either class 11 (Special Controls) or class Ill (F'MA).
it may be Subject to additional corntrolIs. F xisting maj or regulat ions aikfe tin g yo LIr device can be
ibid in the Code of Federal Regulations. Title 21. parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that EDA's issuance ofa substantial eqttivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply wvith all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 80 1); medical device reporting (reporting of medical
device-relatcd adverse events) (2 1 CE-R 803): good nianUlhCtUring practice requirements as set

Forthi in the qual it)' systems (QS) regulation (2 1 C FR Part 820): anti if applicable, the electron ic
product radiation control provisions (Sections 53 1-542 of the Act): 2 1 CFR 1000-1050.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801). please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7 100 or at its Internet address
littp://www.fda.eov/Medical Devices/ReSOuircesforYOLI/lnduistr-v/defatult.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
hhtp://wwwy.fda.qov/MedicalDevices/Satfctv/ReportaPmoblcmi/dcfaiilt.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7 100 or at its Internet address
littD)://%Vww.fda.L,,ov/Medica]Devices/ResotircesrorYout/lndustr\/deault.litin.

Sincerely yours,

for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



510(k) Number (if known)
K 132736

Device Name
Accuro 3000 Ultrasound System

Indications for Use (Describe)
The Accuro 3001) ultrasound scanner is intended for diagnostic ultraound imaging of the human body in the following clinical
applications: Abdominal, Museuloskeletal (Conventional and superficial). Cardiac. Peripheral vascular. A typical examination using
the Accuro 3000 is guidance of neuraxial anesthesia.

Type of Use (Select one or both, as applicable)

[R Prescription Use (Part 21 CFR 801 Subpart D) Uj Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE 0O NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
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Diagnostic Ultrasound Indications For Use

System: Accuro 3000
Transducer: ________________

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ___ _____

General Specific B M PWD CWD Color Combined Other*
(Track I Only) (Tracks I & 3) Doppler (Specify) (Specify)
Ophthalmic Ophthalmic _____ ____

Fetal
Abdominal N -____

Intra-operative (Specify)
Intra-operative (Neuro) __ ________

Laparoscopic __ ___

Fetal Pediatric
Imaging ___________ ____

& Other Small Organ (Specify) ____

Neonatal Cephalic __________ ____

Adult Cephalic
Trans-rectal
Trans-vaginal ___ ________

Trans-urethra]
Trans-esoph. (non-Card.) ________________________

Musculo-skeletal
(Conventional) N
Musculo-skeletalN
(Superficial) N___
Intravascular

___________Other (Specify)- - ---

Cardiac Adult N_____ ____

Cardiac Cardiac Pediatric
Intravascular (Cardiac) ___

Trans-esoph. (Cardiac) ___

Intra-cardiac
___________Other (Specify) ________________

Peripheral Peripheral vesselN - - -

Vessel Other (Specify) ________________

N = new indication; P = previously cleared by FDA; E =added under this appendix
* Examples of other modes of operation may include: A-mode, Amplitude Doppler, 3-D
Imaging, Harmonic Imaging,Tissue Motion Doppler, and Color Velocity Imaging


